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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-27 and 29-37 and 39-46 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Gertner et al. (US 2003/0060873). Regarding claims 1, 2, 6, 17, 18, and 
44-46, Gertner et al. disclose a stent (Fig 1, element 12) comprising a scaffold 
constructed from a first material and with a porous outer surface comprising a coating 
(10) with pores (14). The stent is coated with a metallic matrix, which has pores 
containing a composite material comprising a plurality of particles of a bioactive agent 
stored in an erodible polymer (para 001 1 , 0050). 

Regarding claims 3-5, Gertner et al. disclose the outer diameter of the particles is 
less than about 1 micron (para 0050). 

Regarding claims 7-10, Gertner et al. disclose the inner diameter of the pores is 
substantially equivalent to the outer diameter of the particles since the bioactive material 
particles are co-deposited along with the metal (para 0052) and thus the inner diameter 
of the pores is less than about 1 micron (para 0050; 0065). 
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Regarding claim 1 1 , Gertner et al. disclose the porous outer surface may 
comprise a material that is inherently porous (para 0044). 

Regarding claims 12-15, Gertner et al. disclose the porous outer surface may 
comprise a material that is not inherently porous, and the pores are etched into the 
material (para 0044). 

Regarding claim 16, Gertner et al. disclose the porous outer surface may 
comprise a sintered material (para 0009). 

Regarding claims 19-21 , Gertner et al. disclose the metallic matrix of the coating 
comprises is electrolessly electrochemically deposited (para 0048) and thus comprises 
a metal and a reducing agent of the metal (para 0036, 0057). 

Regarding claims 22-23 and 26-27, Gertner et al. disclose the metal may 
comprise nickel or cobalt and the reducing agent may comprise phosphorus (para 0056, 
0064). 

Regarding claims 24 and 25, Gertner et al. disclose the first material may 
comprise stainless steel alloy or nitinol (para 0044). 

Regarding claims 29-33, Gertner et al. disclose a second material may be formed 
between the first material and the coating material and a third material may be formed 
between the second material and the coating material since a plurality of layers may be 
formed with coating layers comprising bioactive material between metallic layers (para 
0063). The second material may be electroplated metal such as nickel (para 0029, 
0036, 0064), the third material may be a layer of electrolessly electrochemically 
deposited composite with metal and a reducing agent of the metal (0056-0058), and the 
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coating may be another layer of electrolessly electrochemically deposited composite 
with metal and reducing agent of the metal with the composite material (0051). 

Regarding claims 34-37 and 39, Gertner et al. disclose the bioactive agent may 
be an anti-restenosis agent, an anti-inflammatory agent, an anti-proliferative agent, or a 
growth factor (para 0007, 0027, 0028). 

Regarding claims 40-43, Gertner et al. disclose that by using an electroless 
deposition process, the percentage of bioactive material is controllable and thus the 
ratio of bioactive material to bioerodable material may be at least about 1.5:1 by 
adjusting the pH, temperature, and the constituents of the deposition bath accordingly 
(para 0068). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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5. Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gertner 
et al. (US 2003/0060873), as applied to claim 26 above, in view of Ding et al. (US 
6,120,536). Gertner et al. disclose the invention substantially as claimed including a 
stent (Fig 1 , element 12) comprising a scaffold constructed from a first material and with 
a porous outer surface comprising a coating (10) with pores (14). The stent is coated 
with a metallic matrix, which has pores containing a composite material comprising a 
plurality of particles of a bioactive agent stored in an erodible polymer (para 001 1 , 
0050). The metallic matrix of the coating comprises is electrolessly electrochemically 
deposited (para 0048) and thus comprises a metal and a reducing agent of the metal 
(para 0036, 0057), where the metal may comprise nickel or cobalt and. the reducing 
agent may comprise phosphorus (para 0056, 0064). However, Gertner et al. does not 
disclose the stent (first material) may comprise cobalt chromium alloy. Ding et al. 
disclose a similar stent structure that may be composed of a variety of materials 
including a cobalt chromium alloy. Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of 
Gertner et al. such that the stent was composed of a cobalt chromium alloy. Thus, 
manufacturing costs could be minimized by introducing more options for available 
materials and the marketability of the device would increase by having more available 
material options such that patients allergic to one material could use another for 
example. 

6. Claim 38 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gertner 
et al. (US 2003/0060873), as applied to claim 1 above, in view of Wang et al. (US 
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2007/0037739). Gertner et al. disclose the invention substantially as claimed including 
a stent (Fig 1 , element 12) comprising a scaffold constructed from a first material and 
with a porous outer surface comprising a coating (10) with pores (14). The stent is 
coated with a metallic matrix, which has pores containing a composite material 
comprising a plurality of particles of a bioactive agent stored in an erodible polymer 
(para 001 1 , 0050). Furthermore, the bioactive agent may be an anti-restenosis agent, 
an anti-inflammatory agent, or an anti-proliferative agent (para 0007, 0027, 0028). 
However, Gertner et al. does not disclose the bioactive agent may comprise des- 
aspartate angiotensin 1. Wang et al. disclose compounds useful in coating stents to 
treat restenosis including des-aspartate angiotensin 1 (para 0040, 0253-0261) which 
has been shown to substantially inhibit smooth muscle cell proliferation and drastically 
reduce restenosis (para 0261). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of 
Gertner et al. such that the bioactive compound may also comprise des-aspartate 
angiotensin 1 . Thus, the marketability of the device would increase and the stent may 
be more effective by effectively reducing restenosis. 

Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Chandresekara et al. (US 2005/0251248), Johnson (US 
2001/0029660), Crotty et al. (US 6,837,923), Chiba et al. (US 6,273,943), and Lye et al. 
(US 2004/0148015). 
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8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Katherine M. Dowe whose telephone number is 
(571)272-3201. The examiner can normally be reached on M-F 8:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael J. Hayes can be reached on (571)272-4959. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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March 30, 2007 




MICHAEL J. HAYES 
SUPERVISORY PATENT EXAMINER 



